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the word "and". 

Enclosed is a copy of the Amendment filed on January 29, 2004, showing the correct form of 
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In Claim 1, column 21, line 34, the - ; - after the word "and" should be removed. 
In Claim 17, column 22, line 19, the word "carboxylato" should be replaced with the 
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In Claim 21, column 22, line 29 a - , - should be inserted after the word "ions" and before 
the word "hemoglobin". 

In Claim 21, column 22, line 31 a - , - should be inserted after the word "ions" and before 
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of the between day precision evaluation are shown in Table 
6. 

TABLE 6 



UCSF Between 




OHSU Between 


Day Precision 




Dav Precision 


Level 1 


Level 2 


Level 1 


Level 2 


Mean 1.0 


2.7 


1.1 


3.0 


SD 0.092 


0.201 


0.083 


0.226 


% CV 9.1 


7.4 


7.2 


7.7 
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As can be seen from Table 5 and Table 6, the %CV 
(coefficient of variation) using the control composition for 
the within run precision test was 5% or less at each inves- 
tigation site. The %CV for the between day precision test for 
the control composition was less than 10% at each investi- 
gation site. 

While the present invention has been described with 
reference to the specific embodiments thereof, it should be 
understood by those skilled in the art that various changes 
may be made and equivalents may be substituted without 
departing from the true spirit and scope of the invention. In 
addition, many modifications may be made to adapt a 
particular situation, material, composition of matter, 
process, process step or steps, to the objective, spirit and 
scope of the present invention. All such modifications are 
intended to be within the scope of the claims appended 
hereto. 

That which is claimed is: 

1. A control composition for a coagulation test, compris- 
ing: 

(a) plasma aggregatabie particles; and 
(b calcium ions and; 
(c) hemoglobin. 

2. The control composition of claim 1, further comprising 
at least one optical contrast enhancer. 

3. The control composition of claim 1, wherein said 
particles comprise polymeric beads having charged func- 
tional groups on surfaces thereof. 

4. The control composition of claim 1, wherein said 
calcium ions comprise a calcium halide. 

5. The control composition of claim 1, further comprising 
plasma. 

6. A control composition for a coagulation test, compris- 
ing: 

(a) plasma aggregatabie particles; 

(b) a solution of calcium ions; 

(c) plasma; and 

(d) hemoglobin. 

7. The control composition of claim 6, wherein said 
solution of calcium ions further comprises an optical con- 
trast enhancer. 

8. The control composition of claim 6, wherein said 
solution of calcium ions further comprises a dissolved dye. 

9. The control composition of claim 6, wherein said 
particles are suspended in a solution comprising an anti- 
freeze. 

10. The control composition of claim 6, wherein said 60 
particles comprise polymeric beads having charged func- 
tional groups on surfaces thereof. 

11. The control composition of claim 10, wherein said 
polymeric beads comprise polystyrene, and said charged 
functional groups comprise carboxylate groups. 

12. The control composition of claim 10, wherein said 
polymeric beads contain a dye. 
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13. A control composition for a coagulation test, com- 
prising: 

(a) a suspension of polymeric beads having charged 
functional groups on surfaces of said beads; 

(b) a solution of calcium ions; 

(c) citrated plasma; and 

(d) hemoglobin. 

14. The control composition of claim 13, wherein said 
solution of calcium ions includes an optical contrast 
enhancer. 

15. The control composition of claim 13, wherein said 
solution of calcium ions comprises a calcium halide solu- 
tion. 

16. The control composition of claim 13, wherein said 
polymeric beads comprise polystyrene. 

17. The control composition of claim 13, wherein said 
charged functional groups comprise carboxylato groups. 

18. The control composition of claim 13, wherein said 
polymeric beads contain a dye. 

19. The control composition of claim 13, wherein said 
suspension of polymeric beads further comprises an anti- 
freeze. 

20. The control composition of claim 13, wherein said 
solution of calcium ion further comprises a dissolved dye. 

21. A method for evaluating a coagulation test, compris- 
ing: 

(a) providing a composition including calcium ions hemo- 
globin and plasma aggregatabie particles; 

(b) combining said calcium ions hemoglobin and said 
particles with plasma to form a control composition; 
and 

(c) introducing said control composition and to said 
coagulation test. 

22. The method of 21, further comprising monitoring 
coagulation of said control composition. 

23. The method of claim 22, further comprising deter- 
mining a coagulation time for said control composition. 

24. The method of claim 23, further comprising deter- 
niining a relationship between said coagulation time of said 
control composition and a coagulation time of whole blood 
associated with said plasma in said control composition. 

25. The method of claim 24, further comprising deter- 
mining a relationship between said coagulation time for said 
control composition, and a coagulation time using a refer- 
ence test 

26. The method of claim 25, further comprising deter- 
mining a calibration curve for said coagulation test. 

27. The method of claim 21, wherein said coagulation test 
comprises a prothrombin time test. 

28. The method of claim 21, wherein said providing said 
composition comprises: 

(a) providing a suspension of said particles; 

(b) providing a solution of said calcium ions; and 

(c) providing a hemoglobin solution and 

(d) combining said suspension of said particles, said 
hemoglobin solution and said solution of calcium ions. 

29. The method of claim 28, wherein said particles 
comprise polymeric beads having charged functional groups 
on surfaces thereof. 

30. The method of claim 21, wherein providing said 
composition comprises including at least one optical con- 
trast enhancer in said composition* 
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31. A method for evaluating a coagulation test, compris- 
ing: 

(a) providing plasma aggregatable particles; 

(b) providing a solution of calcium ions and a solution 
containing hemoglobin; 

(c) combining said particles with said solution of said 
calcium ions and said solution containing hemoglobin; 

(d) adding citrated plasma to said combined said particles 
and said solutions of said calcium ions and hemoglobin 
to form a control composition; and 

(e) introducing said control composition to a coagulation 
test. 

32. The method of claim 31, further comprising monitor- 
ing coagulation of said control composition. 

33. The method of claim 32, further comprising deter- 
mining a coagulation time for said control composition. 

34. The method of claim 33, further comprising deter- 
mining a relationship between said coagulation time of said 
control composition, and a coagulation time of whole blood 
associated with said plasma in said control composition. 
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35. The method of claim 34, further comprising deter- 
mining a relationship between said coagulation time for said 
control composition and a coagulation time using a refer- 
ence test. 

5 36. The method of claim 35, further comprising deter- 
mining a calibration curve for said coagulation test. 

37. The method of claim 31, wherein said solution of said 
calcium ions comprises an aggregation enhancer. 

38. The method of claim 37, wherein said aggregation 
enhancer comprises hemoglobin. 

39. The method of claim 31, wherein said particles 
comprise polymeric beads with charged functional groups 
on surfaces thereof. 

40. The method of claim 31, wherein said solution of said 
calcium ions comprises a calcium halide solution. 

15 41. The method of claim 31, wherein said providing said 
particles comprises suspending said particles in an anti- 
freeze. 

42. The method of claim 31, wherein said coagulation test 
comprises a prothrombin time test. 

20 
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entry of the amendments set forth below. Applicants submit that the amendments raise no new 
issues of patentability. 
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AMENDMENTS 

In the Claims 

(Currently Amended) A control composition for a coagulation test, comprising: 
plasma aggregatable particles; aad 
calcium ions aad; and 
hemoglobin. 

2. (Original) The control composition of claim 1, further comprising at least one optical 
contrast enhancer. 

3. (Cancelled) 

4. (Original) The control composition of claim 1, wherein said particles comprise 
polymeric beads having charged functional groups on surfaces thereof. 

5. (Previously Amended) The control composition of claim 1, wherein said calcium 
ions comprises a calcium halide. 

6. . (Original) The control composition of claim 1, further comprising plasma. 

7. ( Previously Amended) A control composition for a coagulation test, comprising: 

(a) plasma aggregatable particles; 

(b) a solution of calcium ions; 

(c) plasma; and 

(d) hemoglobin. 

8. (Original) The control composition of claim 7, wherein said solution of calcium ions 
further comprises an optical contrast enhancer. 



(a) 

(b 

(c) 
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9. (Original) The control composition of claim 7, wherein said solution of calcium ions 
further comprises a dissolved dye. 

10. (Cancelled) 

1 1 . (Original) The control composition of claim 7, wherein said particles are suspended 
in a solution comprising an antifreeze. 

12. (Original) The control composition of claim 7, wherein said particles comprise 
polymeric beads having charged functional groups on surfaces thereof. 

13. (Original) The control composition of claim 12, wherein said polymeric beads 
comprise polystyrene, and said charged functional groups comprise carboxylate groups. 

14. (Original) The control composition of claim 12, wherein said polymeric beads 
contain a dye. 

15. (Cancelled) 



16. (Previously Amended) A control composition for a coagulation test, comprising: 

(a) a suspension of polymeric beads having charged functional groups on surfaces of 
said beads; 

(b) a solution of calcium ions; 

(c) citrated plasma; and 

(d) hemoglobin. 



17. (Original) The control composition of claim 16, wherein said solution of calcium 
ions includes an optical contrast enhancer. 



3 



Atty Dkt. No.:LIFE043 
USSN: 10/055,788 

18. (Original) The control composition of claim 16, wherein said solution of calcium 
ions comprises a calcium halide solution. 

19. (Cancelled) 

20. (Original) The control composition of claim 16, wherein said polymeric beads 
comprise polystyrene. 

21. (Original) The control composition of claim 16, wherein said charged functional 
groups comprise carboxylate groups. 

22. (Original) The control composition of claim 16, wherein said polymeric beads 
contain a dye. 

23. (Original) The control composition of claim 16, wherein said suspension of 
polymeric beads further comprises an antifreeze. 

24. (Original) The control composition of claim 16, wherein said solution of calcium ion 
further comprises a dissolved dye. 

25. (Previously Amended) A method for evaluating a coagulation test, comprising: 

(a) providing a composition including calcium ions, hemoglobin and plasma 
aggregatable particles; 

(b) combining said calcium ions, hemoglobin and said particles with plasma to form a 
control composition; and 

(c) introducing said control composition to said coagulation test. 

26. (Original) The method of claim 25, further comprising monitoring coagulation of 
said control composition. 
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27. (Original) The. method of claim 26, further comprising determining a coagulation 
time for said control composition. 

28. (Original) The method of claim 27, further comprising determining a relationship 
between said coagulation time of said control composition and a coagulation time of whole blood 
associated with said plasma in said control composition. 

29. (Original) The method of claim 28, further comprising determining a relationship 
between said coagulation time for said control composition, and a coagulation time using a 
reference test. 

30. (Original) The method of claim 29, further comprising determining a calibration 
curve for said coagulation test. 

31. (Original) The method of claim 25, wherein said coagulation test comprises a 
prothrombin time test. 

32. (Currently Amended) The method of claim 25, wherein said providing said 
composition comprises: 

(a) providing a suspension of said particles; 

(b) providing a solution of said calcium ions; and 

(c) providing a hemoglobin solution; and 

(d) combining said suspension of said particles, said hemoglobin solution and said 
solution of said calcium ions. 

33. (Original) The method of claim 32, wherein said particles comprise polymeric beads 
having charged functional groups on surfaces thereof. 

34. (Original) The method of claim 25, wherein providing said composition comprises 
including at least one optical contrast enhancer in said composition. 
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35. (Previously Amended) A method for evaluating a coagulation test, comprising: 

(a) providing plasma aggregatable particles; 

(b) providing a solution of calcium ions and a solution containing hemoglobin; 

(c) combining said particles with said solution of said calcium ions arid said solution 
containing hemoglobin; 

(d) adding citrated plasma to said combined said particles and said solutions of said 
calcium ions and hemoglobin to form a control composition; and 

(e) introducing said control composition to a coagulation test. 

36. (Previously Amended) The method of claim 35, further comprising monitoring 
coagulation of said control composition. 

37. (Previously Amended) The method of claim 36, further comprising determining a 
coagulation time for said control composition. 

38. (Previously Amended) The method of claim 37, further comprising determining a 
relationship between said coagulation time of said control composition and a coagulation time of 
whole blood associated with said plasma in said control composition. 

39. (Previously Amended) The method of claim 38, further comprising determining a 
relationship between said coagulation time for said control composition, and a coagulation time 
using a reference test. 

. 40. (Original) The method of claim 39, further comprising determining a calibration 
curve for said coagulation test. 

41. (Original) The method of claim 35, wherein said solution of said calcium ions 
comprises an aggregation enhancer. 
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42. (Original) The method of claim 41, wherein said aggregation enhancer comprises 
hemoglobin. 

43. (Original) The method of claim 35, wherein said particles comprise polymeric beads 
with charged functional groups on surfaces thereof. 

44. (Original) The method of claim 35, wherein said solution of said calcium ions 
comprises a calcium halide solution. 

45. (Original) The method of claim 35, wherein said providing said particles comprises 
suspending said particles in an antifreeze. 

46. (Original) The method of claim 35, wherein said coagulation test comprises a 
prothrombin time test. 



47.-54. (Cancelled) 
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REMARKS 



Claims 1-2, 4-9, 1 1-14, 16-18, 20-46 remain pending in the application. Claims 3,10, 15, 
19 and 47-54 were previously cancelled. 

By this Amendment, claims 1 and 32 are being amended to correct typographical errors. 

No new subject matter has been added. Accordingly, Applicants respectfully request entry 
of the Amendment. 

The Commissioner is hereby authorized to charge any underpayment of fees associated 
with this communication, including any necessary fees for extensions of time, or credit any 
overpayment to Deposit Account No. 50-0815, order number LIFE-043. 



BOZICEVIC, FIELD & FRANCIS LLP 
200 Middlefield Road, Suite 200 
Menlo Park, CA 94025 
Telephone: (650) 327-3400 
Facsimile: (650) 327-3231 



Respectfully submitted, 



BOZICEVIC, FIELD & FRANCIS LLP 





Carol Mc LaSalle 
Registration No. 39,740 
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